The Trialnet 10 Study Data Archive

The Trialnet 10 Archive contains the Protocol, Manual of Operations, Forms, Study Data, and
Dataset Integrity Check.

Archive files are organized into the following directories:
e Documents
e Forms

e Data
e Dataset Integrity Check (DSIC)

Documents

The Trialnet 10 Documents directory contains:

e 206 TN10 Anti-CD3 Prevention Protocol Version 25JUN14 — CLEAN.doc
e TN10 ANTI-CD3 MOO V 3.0 20130913 FINAL.pdf

Forms

The Trialnet 10 Forms directory contains:

e TNOO_Change of Status_06Jan2009.doc

e TNOO_Concomitant Medications_03Feb2009.doc

e TNOO_Mortality Event_06Jan2009.doc

e TNOO_Pregnancy Confirmation_06Jan2009.doc

e TNOO_Pregnancy Outcome Report_06Jan2009.doc

e TNOO_Screening Medical History 09Mar2010.doc

e TN10 Anti-CD3 Current Rescreening Process 20140408.vsd
e TN10 CBC Results_04Jan2010.doc

e TN10_Change in Study Drug 09Mar2010.doc

e TN10 Change of Status 03Jun2014.doc

e TN10 Diabetes Onset_07Febl12.doc

e TN10 _EKG Results_03Dec2009.doc

e TN10 Eligibility 24Feb2015.doc

e TN10_Interim History 09Mar2010.doc

e TN10_ Local Lab Results 24Feb2015.doc

e TN10_Participant Site Transfer_03Mar2010.doc

e TN10_Phone Contact for non-Random Glucose Visits 04Apr2013.doc
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e TN10_Phone Contact for Random Glucose Visits 04Apr2013.doc

e TN10_Physical Exam 09Mar2010.doc

e TN10_Pregnancy Monitoring 18Mar2010.doc

e TN10_ Pre-Randomization Exit Form_29May2014.doc

e TN10_Protocol Deviation_04JAN10.doc

e TN10 Recreening Informed Consent Verification 03Jun2014.doc

e TN10 Recreening Medical History 03Jun2014.doc

e TN10_Screening Informed Consent Verification_22Jul2010.doc

e TN10_Study Drug Administration and Monitoring 25Jul2011- Tracked.doc

Data

The Trialnet10 data directory contains the following files, and the following datasets in
Windows-based SAS, v.7-8-9 format. Each dataset corresponds to the form of the same
name:

bmi.sas7bdat
cbc.sas7bdat
cmvebv.sas7bdat
cmv.sas7bdat
ebv.sas7bdat
hbalc.sas7bdat
hla.sas7bdat
mastable.sas7bdat
ogtt_cpep.sas7bdat
ogtt_glu.sas7bdat
relation.sas7bdat
status.sas7bdat
treatment.sas7bdat

Data\csv

AE.csv
AUTOAB.csv
BMI.csv
CBC.csv
CMV.csv
CMVEBV.csv
EBV.csv
HBA1C.csv
HLA.csv
MASTABLE.csv
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e OGTT_CPEP.csv

e OGTT_GLU.csv

RELATION.csv

STATUS.csv
TN10_Xtrial_PrimaryAnalysisData.csv
TREATMENT.csv

Data\Analysis

This subdirectory contains analysis datasets for the Trialnet 10 study:

e TN10_Xtrial_PrimaryAnalysisData.csv

Data\Contents

e TrialNet TN10 Data Dictionary_Central Laboratory Results.docx
e TrialNet TN10 Data Dictionary_Flow Cytometry.docx
e TrialNet TN10 Data Dictionary.rtf

DSIC
The Trialnet 10 Data Integrity Check (DSIC) directory contains:
e Trialnet_10_DSIC_V1.pdf - Areport of an examination of the analysis and form datasets
for completeness by statisticians and quality control specialists at the Repository.

Published results from the Trialnet 10 data were compared to values recalculated from
Trialnet 10 archived analysis datasets in the NIDDK repository.
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